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Khue Nguyen

Chemical Review Manager

Risk Management and Implementation Branch 1
Pesticide Re-evaluation Division

Office of Pesticide Programs, EPA

703-347-0248

Nguyen.khue@epa.gov

From: Nguyen, Khue

Sent: Monday, May 02, 2016 12:46 PM

To: 'JENKINS, DANIEL J [AG/1920]' <daniel.j.jenkins@monsanto.com>

Cc: Anderson, Neil <Anderson.Neil@epa.gov>; Moriarty, Thomas <Moriarty.Thomas@epa.gov>;
Perron, Monique <Perron.Monique@epa.gov>; Bloem, Thomas <Bloem.Thomas@epa.gov>;
Dunbar, Anwar <Dunbar.Anwar@epa.gov>; Smith, Charles <smith.charles@epa.gov>

Subject: glyphosate: bibliography follow up

Importance: High

Hi Dan,

| hope you had a good weekend. The team has screened the bibliographies that Monsanto sent
earlier in April at EPA’s request. Attached please find the initial list of studies that we are
requesting. Another list is forthcoming and we will send it once available. Whenever possible,
please forward study reports in English. We noticed that some of the genotoxicity studies were in
Spanish—are English versions available? Same with some of the Japanese studies from the TAC list.

As you know, this matter is time-sensitive, please send the studies as soon as possible directly to me
either electronically or via CD submission. Please also be sure to reformat these studies and submit
them formally through front end processing, when you get a chance later, so they can be assigned
MRID numbers and tracked in our system.

We really appreciate Monsanto’s willingness to address this information request. Let us know if you
have any questions.

Thanks!

Khue Nguyen
Chemical Review Manager
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A subset of studies from Monsanto’s bibliography of tox studies submitted to BfR for EU Annex 1 Renewal:

		KIIA 5.1.1 (OECD) 

		Blech, S.; Stratmann, A. 

		1995 

		Glyphosate: ADME-study in rats - Final report A&M 038/94, 

TOX9552251 



		KIIA 5.1.1 (OECD) 

		Knowles, S.L.; Mookherjee, C.R. 

		1996 

		[14C]-glyphosate: Absorption, distribution, metabolism and excretion following oral ad- ministration to the rat 

1413/2-1011 NUF 

GLP: Y, published: N 2309072 / ASB2012-11380 



		KIIA 5.1.1 (OECD) 

		Leuschner, J. 

		1995 

		Metabolism study of 14C-labelled glyphosate after single oral and intravenous administration to Sprague-Dawley rats, 9202/95 TOX9650071 



		KIIA 5.1.1 (OECD) 

		McEwen, A.B. 

		1995 

		HR-001: Metabolism in the rat SNY 332/951256 HLS 

GLP: Y, published: N 2309070 / ASB2012-11379 



		KIIA 5.1.1 (OECD) 

		Powles, P.; Hopkins, R. 

		1992 

		(14C)-glyphosate: Absorption and distribution in the rat - preliminary study 

TOX9552358 



		KIIA 5.1.1 (OECD) 

		Powles, P.; Hopkins, R. 

		1992 

		(14C)-glyphosate: Absorption, distribution, metabolism and excretion in the rat, TOX9300343 



		KIIA 5.4.4 

KIIA 5.10 (OECD) 

		Chruscielska, K.; Brzezinski, J.; 

Grafstein, B. 

		2000 

		Glyphosate: Evaluation of chronic activity and possible far -reaching effects - Part 2. Studies on mutagenic activity 

Pestycydy, 2000, (3-4), 21-25 ASB2013-9830 



		KIIA 5.5.2 (OECD) 

		Enomoto, A. 

		1997 

		HR-001: 24-Month Oral Chronic Toxicity and Oncogenicity Study in Rats, Vol. 1 (Seite 1- 500) 

IET 94-0150 Vol.1 ALS 

GLP: Y, published: N 2309360 / ASB2012-11484 



		KIIA 5.5.2 (OECD) 

		Enomoto, A. 

		1997 

		HR-001: 24-Month Oral Chronic Toxicity and Oncogenicity Study in Rats, Vol. 2 (Seite 501- 1000) 

IET 94-0150 Vol. 2 ALS 

GLP: Y, published: N 2309362 / ASB2012-11485 



		KIIA 5.5.2 (OECD) 

		Enomoto, A. 

		1997 

		HR-001: 24-Month Oral Chronic Toxicity and Oncogenicity Study in Rats, Vol.3 (Seite 1001- 1500) 

IET 94-0150 Vol. 3 ALS 

GLP: Y, published: N 2309364 / ASB2012-11486 



		KIIA 5.5.2 (OECD) 

		Enomoto, A. 

		1997 

		HR-001: 24-Month Oral Chronic Toxicity and Oncogenicity Study in Rats, Vol. 4 (Seite 1501-2051) 

IET 94-0150 Vol. 4 ALS 

GLP: Y, published: N 2309366 / ASB2012-11487 



		KIIA 5.5.2 (OECD) 

		Suresh, T.P. 

		1996 

		Combined Chronic Toxicity and Carcinogenicity Study with Glyphosate Technical in Wistar Rats TOXI:886.C.C-R FSG 

GLP: Y, published: N 

2309343 / TOX9651587 / TOX9600015 



		KIIA 5.5.2 (OECD) 

		Wood, E., Dunster, J., Watson, P. Brooks, P. 

		2009 

		Glyphosate Technical: Dietary combined chronic toxicity / carcinogenicity study in the rat 

SPL2060-0012 NUF 

GLP: Y, published: N 2309391 / ASB2012-11490 



		KIIA 5.5.3 (OECD) 

		Kumar, D.P.S. 

		2001 

		Carcinogenicity Study with Glyphosate Technical in Swiss Albino Mice TOXI: 1559.CARCI-M FSG 

GLP: Y, published: N 2309396 / ASB2012-11491 



		KIIA 5.5.3 (OECD) 

		Sugimoto, K. 

		1997 

		HR-001: 18-Month Oral Oncogenicity Study in Mice 

IET 940151 ALS 

GLP: Y, published: N 2309415 / ASB2012-11493 



		KIIA 5.5.3 (OECD) 

		Wood, E., Dunster, J., Watson, P., Brooks, P. 

		2009 

		Glyphosate Technical: Dietary carcinogenicity study in the mouse 

SPL 2060-0011 NUF 

GLP: Y, published: N 2309412 / ASB2012-11492 



		KIIA 5.6.2 (OECD) 

		Wood, E. 

		2011 

		Glyphosate Technical: Dietary carcinogenicity study in the mouse – Amendment 

SPL 2060-0011 ASB2014-9149 



		KIIA 5.6.2 (OECD) 

		Wood, E. 

		2011 

		Assessment and further discussion on rele- vance of perceived elevation in testicular atro- phy for SafePharm project number 2060/0011 (Glyphosate technical: mouse oncogenicity study) 

SPL 2060-0011 ASB2014-9150 



		KIIA 5.10 (OECD) 

		Takahashi, H.; Kakinuma, Y. 

		1992 

		Ammonium salt of glyphosate (MON 8750) general pharmacology study 

IET 90-0149/ET-92-15 TOX9552421 



		KIIA 5.10 (OECD) 

		Wood, E. 

		1996 

		Glyphosate Technical: Pharmacology Screening Study in the Rat 

434/021 NUF 

GLP: Y, published: N 2310134 / ASB2012-12054 







All studies from Monsanto’s bibliography of genotoxicity studies on Monsanto glyphosate formulations:

 Ames/Salmonella Mutagenicity Assay of MON 2139 (ROUNDUP®Herbicide Formulation). Kier, L.D., Stegeman, S.D., Costello, J.G., Schermes, S. MSL-11729; EHL91183/ML-91-440. February 7, 1992. 



Mouse Micronucleus Study of ROUNDUP®Herbicide Formulation. Kier, L.D., Flowers, L.J., Huffman, M.B. EHL 91200/91204; /ML-91-434/ML-91-437. February 25, 1992. 



MON 8709 Teste de Mutacao Genica Reversa (Teste de Ames). Renata Cristina Viana Silvino. RL81984AM; 19700/2010 – 16.0AM. August 8, 2011. 



MON 8709 Teste do Micronucleo em Medula Ossea de Camundongo. Flavia Thomazotti Calaro. RL81985MN; 19700/2010 – 17.0MN. 



Mutacao Genica Reversa em Salmonella typhimurium para MON 14420 (Teste de Ames). Marise Ferro Carvalho Marques. RF-G11.19/99. 12/01/ 2000. 



Estudo do Micronucleo em Medula Ossea de Camundongo para MON 14420. Marise Ferro Carvalho Marques. RF-G12.36/99. 01/09/1999. 



Ames/Salmonella Mutagenicity Assay of MON 14445 DIRECT®Herbicide Formulation). Kier, L.D., Stegeman, S.D., Costello, J.G., Schermes, S. MSL – 11731; EHL 91185/ML-91-442. February 7, 1992.

Mouse Micronucleus Study of DIREC ®Herbicide Formulation. Kier, L.D., Flowers, L.J., Huffman, M.B. EHL 91202/91206; /ML-91-436/ML-91-439. February 25, 1992. 



The Salmonella typhimurium reverse mutation by ROUNDUP WG. BioAgri Report # G.1.1 – 011/98. April 02, 1998. 



A micronucleus study in mice for ROUNDUP WG. BioAgri Report # G.1.2 – 59/97. August 22, 1998. 



Bacterial Reverse Mutation Assay with a Confirmatory Assay. MON 76313. Michael Mecchi. Covance 

Study Number 6103-757; Monsanto Study Number CV-08-242. 24 November 2008. 



In Vivo Mouse Bone Marrow Micronucleus Assay. MON 76313. Yong Xu. Covance Study Number 6103-758; Monsanto Study Number CV-08-243. 03 December 2008. 



MON 76313 Teste de Mutacao Genica Reversa (Teste de Ames). Renata Cristina Viana Silvino. RL108867AM; 11241/2011 – 5.0AM. March 1, 2012. 



Mutacao Genica Reversa em Salmonella typhimurium para MON 77063. Marise Ferro Carvalho Marques. RF-G11.59/98. 12/07/ 1999. 



Teste de Micronucleo em para MON 77063 em camundongos. Marise Ferro Carvalho Marques. RF-G12.16/99. May 7, 1999.

The Salmonella typhimurium reverse mutation by MON 77280. BioAgri Report # G.1.1 – 046/97. March 05, 1998. 



A micronucleus study in mice for MON 77280. BioAgri Report # G.1.2 – 48/97. February 20, 1998. 



MON 77280 Bacterial Reverse Mutation Test (Ames Test). Mara Rubia Camolesi. RL42517AM-B; 12208/2009 – 3.0AM. 



MON 77280 Teste de Mutacao Genica Reversa em Salmonella typhimurium (Teste de Ames). Mara Rubia Camolesi. RL42517AM; 12208/2009 – 3.0AM. April 8, 2010. 



Mutacao Genica Reversa em Salmonella typhimurium para MON 77391. Marise Ferro Carvalho Marques. RF-G11.60/98. 15/07/ 1999. 



Teste de Micronucleo em para MON 77391 em camundongos. Marise Ferro Carvalho Marques. RF-G12.17/99. May 11, 1999. 



Mutacao Genica Reversa em Salmonella typhimurium para MON 78036. Valeria C. Franco Perina. RF-G11.62/98. 12 November 1999. 

Teste de Micronucleo para MON 78036 em camundongos. Marise Ferro Carvalho Marques. RF-G12.19/99. 12 May 1999. 



Mutacao Genica Reversa em Salmonella typhimurium para MON 78091 (Teste de Ames). Marise Ferro Carvalho Marques. RF-G11.18/99. 12/01/2000.

Estudo do Micronucleo em Medula Ossea de Camundongos para MON 78091. Marise Ferro Carvalho Marques. RF-G12.35/99. 01/09/1999. 



Mutacao Genica Reversa em Salmonella typhimurium para MON 78128 (Teste de Ames). Marise Ferro Carvalho Marques. RF-G11.42/99. 25/10/1999. 



Estudo do Micronucleo em Medula Ossea de Camundongos para MON 78128. Marise Ferro Carvalho Marques. RF-G12.64/99. 25/11/1999. 



MON 78239: Salmonella – Escherichia coli/Mammalian-Microsome Reverse Mutation Assay with Confirmatory Assay. Michael Mecchi. Covance Study Number 6103-355; Monsanto Study Number CV-2002-186. April 16, 2003. 



In Vivo Mouse Bone Marrow Micronucleus Assay with MON 78239. Gregory Erexson. Covance Study Number 6103-352; Monsanto Study Number CV-2002-187. 24 April 2003. 



MON 78634: Salmonella – Escherichia coli/Mammalian-Microsome Reverse Mutation Assay with Confirmatory Assay. Michael Mecchi. Covance Study Number 6103-354; Monsanto Study Number CV-2002-188. April 16, 2003. 



In Vivo Mouse Bone Marrow Micronucleus Assay with MON 78634. Gregory Erexson. Covance Study Number 6103-353; Monsanto Study Number CV-2002-189. 24 April 2003. 



Salmonella – Escherichia coli/Mammalian-Microsome Reverse Mutation Assay with a Confirmatory Assay with MON 78910. Yong Xu. Covance Study Number 6103-511; Monsanto Study Number CV-2005-119. 01 March 2006.

In Vivo Mouse Bone Marrow Micronucleus Assay. MON 78910. Gregory Erexson. Covance Study Number 6103-512; Monsanto Study Number CV-2005-120. 01 March 2006. 



Bacterial Reverse Mutation Assay with a Confirmatory Assay. MON 79864. Michael Mecchi. Covance Study Number 6103-745; Monsanto Study Number CV-08-030. 09 September 2008. 



In Vivo Mouse Bone Marrow Micronucleus Assay. MON 79864. Yong Xu. Covance Study Number 6103-746; Monsanto Study Number CV-08-031. 07 October 2008; Amended 03 March 2011. 



Salmonella-Escherichia coli/Mammalian-Microsome Reverse Mutation Assay with a Confirmatory Assay. MON 79991. Michael Mecchi. Covance Study Number 6103-709; Monsanto Study Number CV-2007-082. 30 January 2009. 

In Vivo Mouse Bone Marrow Micronucleus Assay with MON 79991. Yong Xu. Covance Study Number 6103-708; Monsanto Study Number CV-2007-083. 23 January 2009.



The following studies from “List of Studies from TAC Group”: 
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DPC/AE- 1604-2

		

Metabolism Study in Rats with AK- 01(Glyphosate) Technical(Definitive Study)

		

Daiichi Pure Chemicals Co., Ltd

		

Matsuo Takaichi

		

1992

		

Full report

		

J



		

		

DPC/AE- 1604-2

		

Metabolism Study in Rats with AK- 01(Glyphosate)  Technical(Preliminary Study)

		

Daiichi Pure Chemicals Co., Ltd

		

Matsuo Takaichi

		

1992

		

Full report

		

J
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